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REASONS IN SUPPORT OF REQUEST FOR PRE-APPEAL BRIEF REVIEW 

Applicants respectfully request pre-appeal brief review for the following reasons. 

I. The Indefiniteness Rejections Should Be Withdrawn 

As a housekeeping matter in the present final Office Action dated April 17, 2008, the 
Examiner has maintained an indefiniteness rejection as to the terms "flexible and rigid" after 
Applicants had amended the claims in the Office Action Response filed on January 16, 2008 to 
delete the terms "flexible and rigid." Applicants request review of the propriety of the 
indefiniteness rejection. 

The Examiner's rejection of the phrase "a plasticizer dispersed within the rigid matrix 
only at the surface of the implant" as being contradictory is incorrect. The Examiner believes 
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that the claim language implies "a complete penetration and distribution of the plasticizer." 
However, the plain language of the phrase limits the plasticizer to be within the matrix but only 
at the surface leaving by implication a core portion that does not include plasticizer. This 
language clearly excludes prior art embodiments where there is a complete penetration and 
distribution of the plasticizer. Applicants have provided support in the specification as filed for 
an implant having a rigid matrix with plasticizer diffused only into its surface and not all the way 
to its core (see Response dated January 16, 2008, page 6, second paragraph). One of skill in the 
art would clearly understand the meets and bounds of the invention. Since the claim language is 
readily understandable to one skilled in the art, the indefiniteness rejection is improper and 
should be withdrawn. 

II. No Restriction Is Warranted 

The Examiner incorrectly restricts claims 2 and 9 as being directed to an invention 
separate from the other claims 1, 3-8, 10-13, and 15-17 requiring a separate search and 
examination. The Examiner asserts that claims 2 and 9 are directed to an implant that does not 
include plasticizer as opposed to the remaining claims which comprise plasticizer in the matrix; 
and claims 2 and 9 are directed to an implant that has a porous surface and a nonporous core as 
opposed to the remaining claims which comprise an essentially nonporous matrix. However, 
claim 9 is directed to a method for manufacturing a biodegradable implant having a final step of 
forming the implant from the mixture of matrix and plasticizer, thus clearly manufacturing an 
implant that includes plasticizer. Therefore, the Examiner clearly errs in asserting that claim 9 is 
directed to an implant without plasticizer, and so errs in asserting that claim 9 is directed to a 
distinct invention from claims 1, 3-8, 10-13, and 15-17. 
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The Examiner also errs in asserting that claim 2 is directed to a distinct invention from 
claims 1, 3-8, 10-13, and 15-17. Instead, claim 2 is merely directed to another embodiment of 
the same inventive implant (see Response dated January 16, 2008, page 8, lines 4-18). An 
important advantage of the implant of invention is that it has varying physical properties under 
different conditions. For example, there is a substantial increase in the bending resistance of the 
implant from before to after it is inserted into an organ system. Claim 2 is directed to the implant 
and its characteristics after insertion into an organ system, whereas the remaining claims are 
directed to the implant and its characteristics before insertion into an organ system. Thus, the 
implant of claim 2 is so related to the implant of the remaining claims as to be an exemplary 
embodiment and not a distinct invention. 

Notwithstanding the arguments above, applicants understand from the present final office 
action that claims 2 and 9 have been withdrawn. 

III. The Examiner Has Not Demonstrated that the Claimed Invention Is Necessarily 
Present in Niederauer US 6,344,496 

In the final Office Action dated April 17, 2008, the pending claims remain rejected under 
35 U.S.C. § 102(e) as being anticipated by Niederauer. The Examiner cites col. 9, lines 45-50 of 
Niederauer for teaching biodegradable films that are soaked in plasticizer until they are 
malleable enough to conform to any shape required. But the Examiner then makes the leap 
without any record evidence that the film of Niederauer is soaked in plasticizer only long enough 
to achieve the claimed structure, that is, to prevent a complete penetration and distribution of the 
plasticizer throughout the biodegradable film. 

The Examiner equates "malleable" with incomplete penetration and distribution of the 
plasticizer. This technical conclusion of the Examiner as to the teaching of Niederauer is not 
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based on any explicit teaching of Niederauer as no citation has been provided by the Examiner. 
No scientific rationale has been provided to support the conclusion that the claimed subject 
matter is implicit in Niederauer. In fact, the Examiner did not reply to Applicants' arguments to 
the contrary from pages 10-1 1 of the Response dated January 16, 2008. 

The Examiner's only basis for the present rejection is his own unsupported conclusion 
that "since the film is only soaked long enough to make it malleable, the plasticizer is not present 
throughout the matrix." In effect, the Examiner is stating that biodegradable films cannot be 
made malleable upon complete penetration and distribution of the plasticizer. There is no record 
evidence for the Examiner's technical conclusion. Without factual evidence that Niederauer 
soaks his film for a time period to prevent complete penetration and distribution of the plasticizer 
in a manner to result in the claimed structure, the Examiner cannot maintain the anticipation 
rejection. 

Based on the above, Applicants respectfully request a pre-appeal brief review. 



Respectfully submitted, 



Dated: 





28 State Street, 28th Floor 
Boston, MA 02109 
Telephone: (617) 720-9600 
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